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May 7,2UOl 

Office of the Commissioner it 
Food and Drug Administratio! 
5630 Fishers !&HI8 
Rodcville, MD 20852 

Dear Sirs: 

Last year, calendar 2000, 
these procedures were pe 

Sincwely, 

Charles Bouchard, M.D. 
Director, Cornea Sewice 

+ T-172 P.O6/06 F-147 

2160 South lht AWJiUe 
Maywood, Illinois 60153 

‘. 

‘. 

omwd 25 cornea1 transplants, All of 
ed in an outpatient surgery center. 



A. MAY-0&?001 FIU 03: 17 PM 

I@30 NW 22ncl Av&uc, Suite 200 
Porlland, OR 9721tWk% I 
(503) 413-8202 l-800-768-2642 
Fax: (5031413-6937 

Oflke 0 f the Commissioner 
Food and Drug Administration 
5630 Fishers Lane 
Rockvtilc, MD 20852 

May 4,200l 

RE: Cornea1 Transplantation as an Out Pi 

Dear Sir/Madam: 

Tt has come to my attention that tl 
transplantation surgery requires en inpati 

This is to inform you that I pefior 
ilot a single surgery w& done on an inpal 
hour stay in the outpatient surgery suite 1 
patient being seen in my office the next T 
patients that did stay overnight d tee corn 
systemic iltncss complaints. 

If you have any questions on this 

Mark, A. Terry, M.D. ’ 
Diceclor, Cornea1 Service 
Devers Eye fnstitule 

CC: Carrie Kovar 
&bara Crowe 

i 9atricia Aik&-O’NeilI 

FAX N0, 

Zlarrcomn 
LA.. MJack” Cic f& M.D. ** 
teven L Mans bcrger, M.D.*+ 
MS Johnson, Ph.D. 
:. Michael Van Buskirk, M.D. 

P, Ol/Ol 

Rdim B Vilr~wts 
]oseph I$. Roberbon, M.D.* 

. David J. Wison, M.D.* 
Michael L Klein, M.D.* 
1. Timothy Stout, M.D., Ph.C 

nt Procedure 

‘DA believes that the procedure of cornea1 
-- stay in the hc spital. 

i over 70 conical transplants last year, and 
t basii. Nearkr all patients had only a 4 to 5 
rc returning home a&r surgery, with each 
kg for their fust follow-up visit. The few 
transplantation wcry did so for other 

re, please. do riot hesitate to contact me. 
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UIC 
The University of Illinois 
at Chicago 

UIC Eye Center (M/C 644 
Department of Ophthalmology and Visual Sciences 
Eye and Ear Inff rmary 
1855 West Taylor Street 
Chicago, Mnois 606 t 2-7243 
(312) 996-8937 

: ‘. 
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‘. 

Joel Sugar, MD 
PrQf&SOf 
Direcior, Ccvntwi Sefvk.9 

. . 

‘. 

April 19,2001 

Barbara Crow, Chair 
lizMA 
1010 Northwest 22nd Ave. 
YorthJ Oregon 9’12 i0 

Dear Barbara: 

After reviaving the FDA “Propos 
is evident that they misinterpret the 
Primary donor failure is indeed an ex 
ccfleal transplants. The majority of repeat tr 
rejection failur$s, endothelial failute, ot ret 
transplant. Present tissue p&tices have 
need to repeat corn&al transplant becaus 
for well below 1% of corneal transplants. 
you propose for changes in the FDA guideline 

e done b-use of 

For oour eye bank (ME33TC) for 
fbilures in 279.5 grafts or 0.18%. 

SincereIy, 

CM’el Sugar, MD 
Professor 
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